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Exelon §H TR

n(%) n(%)
BB 362(100) 179¢100)
SEEBRMOEERRAMS 99(27.3) 28(15.6)
B 37(10.2) 7(3.9)
B 21(5.8) 11¢6.1)
MES R (ML) 12(3.3) 2(1.1)
ROKE% 5(1.4) 0
L lES] 5(1.4) 1¢0.6)
PSR ERR 8(2.2) 1(0.6)
BifER> 1(0.3) 0
TERH 1¢(0.3) 0
EHEG 9(2.5) 3(1.7)
AR 2 3(0.8) 1(0.6)
SERYE 5(1.4) 0
i[Restt 33 1¢0.3) 0
PR 3(0.8) 2(1.1)
BRUARE 3(0.8) 0
3 1(0.3) 0
R REBE 1(0.3) 0

8.3 LiiieiEER
LR SER REF REE JRRAH)

T3 Z 5L FRECR8 - 3% Exelon DB 757 Exe lon B3 ik B 8BRS 2 A R -
EFMERR R S R > SORTEEREF A/ » AT AEREI PR S 4 4 -

SEARAE < Bt /K D~ AT R PSR G 22 SR N A SR/ ME R B (ext rapyramidal
symptoms ) + WSEEEBERE (Sick sinus syndrome) ~ 3% - MGG EZME (o) -

9 &R

R

— SR R AR IR SR APINE AN B AR PR HOBURBIERR  EAER R A S TR
Exelon ° @r&4:MIEREIETEC ~ @0t - MR - HERS - S - W) - DN - OB - LOBLIRGR
ERIEWIRG - 27 - BIE - IRFEEHZT T - BN REERRREE - i
AREIEREE L B ~ ERIRRS « BT - LERE - (SR - DPRANG BohbiE © HLA

T RS2 SRR SRR FT A I BET - Ch MM BN B T B @ m R =3¢
H (vagotonic effect) SEAELBE » R OB R/ RERHE TESR4E - r
Rivastignine MBS/ MEEER » EBMABIS rivastignine Z MR H-ROTEE 3 ﬁﬂi

9 2

ZEREGEREERATEMAZR  iidRWRERE St RATUHSUR RN B AR -
HIEER

Rivastigmine TEMMBRIETHARL 1 /NG5 - ZERARS BB E FHIALTR 9 /NG -
B A B AER AE 24 /NP T LA ST Exe lon R R SO @ 288 A2 SRR )
B > ISR G A I - MR HMEER - RA SR TR ILOER -
RN ARES - BT Atropine A » FIBMBIER RAPHRES 0.03me/ke Atropine
Sulphate * BEEHHER R IEEE THNE - NEBREA Scopolamine fEAFFEM] -

10 WAL

10.1 45 7 M

ATC-code: NO6DAO3.

Rivastigmine #9558 %175 A 8n / o) » Lk SR EBBOIENELRYE > EMHb T
S A ) MR e B B8 0 K AR AR T W 3% e LB AR AR IR R - S LUk ML B ek ey 0 A
rivastigmine &4 ¥ B & 25 A 6B ¥ EMEEAT LR ERT » BRER - HES
B85 rivastigmine T LR BE M KB E R -

BRI AR R A RN EALER - rivastigmine HXAMHB LERAEFBRBEBIFANHT
AR Es s B E A -

10.2 Ry isid

Rivastigmine 7T 54 & 5 4% o9 B R 4 3% L 0ST AL & 0 BB R W ARG NMERFBA
ORR 3mg 40 BAney 1S LR EBSH MR (CSF) FMBIEH 40% &) T EE MR B 85
MR B RANIHAREL I D Lo RN T REEZ ARG - A REFBA
TERSE kR BS 884E CSF & ey i Y sl » 4 3.6 Nz A AR E - EFTEAERKS
BAER—RFRERB T E 6mg &y rivastigmine (RO BKEHHF) LB CSF 42
BN ki 85 85 5 PLAv B B A M) (dose-dependent ) » 21 5 2R I /% ABE R — X R R &R 6mg
& rivastigmine # 0 2 CSF & T SE Rk a 85 854530 5] 69 H5 70 SR L MEAE R BR MG AR 400 - Aa et ot
{8+ # A8 i 60% 4y 35 M4k 4)  Rivastigmine #F CSF ¥ 2. 85 i ik 55 & S T A0 Y e 85 85 4 3o 3]
BRAESHE 12BABESR ( BAARRE RO ) £FTHMEIRRR H AR O 4038
R0 CSF ¥ 2, 8 Al 85 55 2 T R0V R 85 8849 75 PEAR 0 #) s A2 JLES AR 3040 o RE 04 2L 8- 7 #4031
BRI % R A CSF & T MR85 005 M 240 IO R TR 2 & ~
Bt AW ug-koR B &yl RS R ERABRM -

10.3 AR Z 2R KM

103.1 sl - K RBURE T HRD

¥ 13

AR T O RA S NE R SUH ARG T O RS A B & 53R F 2 Rivastigmine R ¥ »
BERBEARBMEE - £ Rivastigmine RETERBMYAETE  SRABERRSHAE
# Rivastigmine B & R ¥ LW K A St & T4 ¥ -

B

i' L ﬂ IJI[ ! 10



Rivastigmine 7 % B 2 8 A4 & £ % DNA I/ 5 Hsh e BAM R ¥ 39 R B R WM - Hatsh
REBFESHET LT HMETERLLCHME NN ERAF LM KT
BRARAMSERBR SRR EAR T AA LB N evia M@ BILsms e R
THABHEERS -

SES R SR SR P 0 £ B NAP226-90 3 SIS MM R M E S TS
i &ERFLZTH -

£ WHRE

¥A rivastigmine 1.1 mg/kg/day & § o AR$&F K R 675088 F + 3 &4 R rivastigmine ¥ 2 F 4
RERRRERTE -

103.2 S H2R/$ K2

E 3.3 X4

DR OPR LDso 53t & 5.6 & % base/kg (2R ) R 13.8 B4 base/kg (B4 ) KAH
o Ak LDso fif6 ¢+ 4 8.1 & %, base/kg (&) $2 13.8 & 5, base/kg () -

AR

ERE PR ¥ BAREABT (RAMNESF S 3.8,63,2.5, 6.0 v 6.3 mg base/kg/day )
&7 3 ¥ BT Exclon 4 P 4@ 0L i AF 48 4 Mtk b SL4E A o &4 B # rivastigmine &) £ 4
BRBEHTE Ry B - eARAB T AR MERAB CEAFAHEAIEELE
C XX 2.1 - o) -2

PRk g

WHRFHREY » HH rivastignine T & RIS HLok e /BP0

11 Mihthh F44

E-L: 4

Rivastigmine i&if M B 55 &R @ oy RAFRE A LNE | 181858 8]3E - di#% Exelon
FRARGHFELREAA B EE e R M TR RSB RRAMMINESH LS 4 -
B 3mg 7% B4 M T A £ ¢ 36% - Rivastigmine 0 AR R A4 — AR G 38 he R
BB 0 Tmax & & %9 74 548 &P 43%+% Cmax » 3 o 9% AUC -

b

Rivastigmine & 55 }632 fo ME & & 4(# 40%) - £+ % 1 £ 400 ng/mL &R & P »
Rivastigmine f 344 o BB 2o 3 KE 0.9 891l T3 5 H N ik & & 88 F - Rivastigmine 7
kWG S | A DNEATES RERE AR RS b T 8K R
2 W 5 F mA(AUC)Z 42 s 2t P #) 40%- #$0%E 6 Rivastigmine 42 - A0 H A 1.8-2.7
L/kg »

ARt

Rivastigmine Mt A2 AR% (Eof P FRIG 1 08) T EARCEMRMEH
$E4 T AM R decarbamylated B934 LA SN EAER By RAR GG 09 T AE AR MR 85 BE K 15
B (<10%)- kiE 4 MR- E K - A & B T 54 &K F 5h 88 CYPIA2 - CYP2DG6 -
CYP3A4/5 ~ CYP2E1 ~ CYP2C9 ~ CYP2C8 - CYP2C19 &, CYP2B6 #4572 Mty & & &

BEZ LD - ARG sey sl  Rivastigmine ABRE S s # p450 B8 %y
MR o BRI R AT rivastigmine £ N B R 4 fise g &K p-450 ja e R A A8
R (£ “TREHER" )

k33

B Algy Rivastigmine £/ FRAEHR  FRAKHY X ENRBE - RS T
C-Rivastigmine * # 24 NN EHRARRERFES (590%) RA DR 1% HBIE
S RRHERR o EFTHBIRKA K AMRPN LS Rivastigmine RAH decarbamylated X #t4h
HERRE -

ok

EEA

LRt ERYE Img & 2.5mg Ok Rivastigmine #4908 4 S K8 ARAB Img
# Rivastigmine % » %4 A(0=24 » 61-71 )& fo ¥ K & LE 43845 A(n=24 » 19-40 )R
Moo HERE LA R MR OR 2.5mg & Rivastigmine % > @ F 2 F AN PR E L
RS ERAE B T 30% o Fdt ¥ decarbamylated B R X Mt 8 S SR BRI BEF K - #4
i BRGS0 £ 92 RITHIBK KM% AR AT Rivastigmine 9 £ M TH £ &
b B L

B E R A

B|EBRT 0 3 F 3mg o BRE — R & &) Rivastigmine # » B EFHERETHAO=10 B HK

i# 5% ik R [GFR] < [0 mL/minute) L # ¥ 42 % A4 (=10 » GFR > 60 mL/min)Z o 48 % 3 48R

#E % - Rivastigmine 45 AR MR LA 0k £ 255 4.8 Umin & 6.9 L/min « K@
P & B 2 4R F % A(n=8 » GFR=10-50 mL/min)#) Rivastigmine 3k i o ¥R AL ¥ Ao T 4§34 2.5

4%+ B decarbamylated &y 34% M4 o 28 G SR (AUC)#¥ u T X # 50% - Rivastigmine #)

FRES LT Lmin- SR ERATEEARRERAMBRAR-RHBBENHRFAE(R
VREARL R SEERERFR" E#) -

RERRAR % 5% A

TR BAE 0 U E ¥ R AT 90 B4R T4 A Y Rivastigmine R i 38 R & (Cmax) th i £ R4
FHd# 60% BE AUC b S A G HBES - L4408 Img E—HEX— KRRkt
6mg 4 % B & - #E (=7 > Child-Pugh 23 5-6 )82+ & (n=3 » Child-Pugh % # 7-9 %)
A Sh 48 £/ An=10 » &7 5 8 )z Rivastigmine P34 o JRF k& » b 2 3R:E0=10)
BT RE 60-65% - T BEHH AP RILERAHERYARABAGFLERIREN (R 3
ARRAAE R “SEBREE¥R FH) -

12 B AR DO
T3 HE TR 0 % A7 55 SRR A 50
W5 APTHBEREAA T VT | REHA @18 Exclon FREREHHR - X FlHk



AR 5% % (Mini-Mental State Examination s MMSE) 4-#10~24 % - A+ F &
MR RKE 268 $ET o LBARE 1~dmg/ R - SR F 6~12mg/ X REKH AR >
Btk X244 4 Ao Phascll #9501 %44 6 47 « BER 6 RE K Bexlon TIRABAA & o)
BE MU - B ABRED REBMERGEFEK - KA FREHEREIH T
HFido ERONBREFRHBREE WS HAEE AN B ¥ L ERITHES (Activity
of Daily Living ; ADL) #y % -

UTABEHAPAERSRBRT R

ADAS-Cog P38 2K KB 10 40P 0 & 0 #m AR R RGP » BIPEF R OBEIRE R A
2] i BT WWARET -

CIBIC-Plus B 7 {3 AL S BGFHNRAARBEE TR A EAEMWRLPBEFTS
JEAR Ly -

PDS it iR bWl & © b EMA B AR ¥y LA — BIRAE » Bl LR AT - 283k~ oL
5 RENICRBMERN -

B oY 4 Ra8 9 » Exclon MMM B MEREY 128 mARKTURHEZE 6 MAER
BT - BAM 6~12mg SR TRE SR ~ EEEHAEMANE > MEALEHa
B) b it oh 4 # B 4L - Exclon # #2048 i® i s R (40 ADAS-Cog £ % 26 EeM-wRES
#iaK S MER) BATLESRALZCES6MA -

A $hA ADAS-Cog A CIBIC-Plus Rk — ik 54t 64 RIBRAv B AE H 9 547 + ALA Exelon
6~12mg » 26 Wik A ADAS-Cog t— s BibmA @i (RARA - 4 A4 -
SO BB« PRI BT HRS  FRNEMR) R4 CIBIC-Plus #hAI8BEH (R &
BN - HFHBA NS - bR MM S BED SUREQUEAAL » AR FRIEIE
A AT - My - B R - MRER R REBAREHREY - 8T R/ BN
HREHE -

—~RAHEARY BEETEIMTEERRARTETRRAR—RBRER 6 mg Exelon B
®BERRI MR-

W Ak RO oY KA o BRI

A—FE 208 E PO EEEM RGO RS R K 24 By A p RS T
88X rivastigmine #4802 KE Z X E MR - WEkBR AN B FHoi R 8A 10-24
oo bR 6B A G MR AT ) R AE AR A AR TR > KL rvastigmine &)
A2t ADAS-cog (340t 1R1% ) Fu ADCS-CGIC MR (I3 35 25 F] 3085 - 5% 67 4
AR Ry ) o

Am WEAREZANE

ADAS-cog ADCS-CGIC

A1 238 + 102 243 + 105  n/a Wa

% 248 21 t 82 07 £ 75 38 t 1.4 43t 15
pii <0.001" 0.007?

ITT + LOCF %% (n=287) (n=154) (n=289) (n=158)
B A 240 + 103 245t 106 na n/a
%248 25+ 8.4 08175  37t14 43 t 1.5
pi <0.001' <0012

TANCOVA » sLib % R B R15 5 B % » ADAS-cog A E AL B8 -
2l A B {83 E 0 LA van Elteren s A 245 -
ITT : £ 5 RDO : iR 4% s LOCF : sURB HRMT R AMENKA SR

Exelon 4 Ergse ki Exelon & ZHA A g ém‘? ey

mean +SD meaniSD meantSD meantSD

ITT + RDO #%# (n=329) (n=161) (n=329) (n=165) U []i m:g

’ Z.
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131 &8
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13.2 %0
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4, ZRERBANORES AP R
AT RIS~ W ERE B R SABE
ARl ST RONREZFARR
HEXMHE > TUEG -

L #frermEoRES-RFAHL
FRPORGUI RAATREWH
R E A REATR -

5. ARBUREB AT RARR
YRABRA - J— DR ERT AR
AARR AR MR I

~

%, o

2. BB EWIEAG EMRE LS
3 o

6. AR UHFHREREORE
Btk BHAEMAANRREY -
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Succinylchol ine ZYAI pyRRa M

HI Rivastignine B ZAEIRIREES 2 T8 » [EMBIR TS5 &5 succinylcholine-type
muscle relaxants BYHLARRSER -

[(REROTHIREER]
EXARER O M5
Rivastigmine $fAARMEAGER T MAOMLE - EEEER (BEEFRRY

quinidine ~amiodarone ~pimozide ~halofantrine ~cisapride ~citalopram “mizolastin -

moxifloxacin ~ erythromycin) - FEthFHERREERA(ECS) (R 75 SR EE®E, ) -
BER 2 EHREINRLER

B -[HE

46 rivastigmine S25HE G -FHMTMI (F1 % atenolol ) S HHEEF - BRERTIRIIRR{E FI T MEBLL:

BHAE (TREEEREIR) < B - RSN 5 -FHETMBIHENE RS AR - EER
Htn 8 - FEMTMIZ A th A RO BT S

BT

—TERBESREN TR ¢ B rivastignine DRBEMBAGRE 12 ng ZFERRIKK
KEERA(TS AURFEEIR 549 ALREHE) - ERJES T RAGHIT 238I00R rivastignine
RERA

SLELAH R 2 RIS ELAE R

RN EEZNR L - OfR Rivastignine 88 Digoxin, Warfarin, Diazepam B
Fluoxetine Hi@H5YBI I FIVXE/ER » IR Rivastignine 1 > WRAEA Warfarin
FS REAVERMSAE RIS A RS - S0HER Digoxin R Rivastigmine 250 BRAIMG
FYE -

Rivastigmine EHRHEAL—R M MITHVERYIGHRA ¢ GIREM > TR - GURMFRINEE > AR
E DR IREE » #5087 S FET R oSSR » L O RTEE ~ FRIREIRIRIR N
BHTENR - ALERE - B RRTEY RO EREEE - 3 Rivastignine ZRYBI B
X - FIRHLG AN INEERR EAvE R -

8 BIfER /7 REE
8.1 BFRERRIER /T R
B¥RA REEHEE R T BET REEOER(38%)  EH(23%)  RHERSEEMER

EF—E - §IEREID - WY REERBEEEBRRIERF - It/ STHNYT RRAE
SRR SR PRI T A AR E B (CIONS 111) s @ R.(21/10): B R.(21/100°<1/10) ¢
AER (21/1000 » <1/100) : ZER, (21/10000 » <1/1000) 5 BWFER (<1/10000) °

F— FEERRER Z A EERN ARES Exelon IBTEES Exelon ORARUARER Y HBHVEEY)
FREM®

BEHAM] - BRSSPSR AR ELR A B IR B IR R A R M B R R =93¢
F— R R B R 5 EE R 8 (MedDRA) 28t 23 E 3 ¥ (sys tem organ class) » I HAEEER E g m
BRI R PE - SR AR ESBENEYF BEE - (S ERERET B 4 F ﬁnf

I L
5 SiE 'j

BB 4 SR
WA R
R EgE
ER BRE) - JRE, - BEE - R
THR SR ~ JHEE
BER LR
HERGRRR
BHR ik
¥R B ~ v - BER
FHER =
ER (FB) B AE
kIR R
) G ~ LR
BEER, CVETEE (B0 LBLRE - HE MR - L ERBI R OB
)
MERE
BER il 3
B R RGRRE
KR B0~ W~ R - BRRCRIR
HER BB BOMER B
2R BRI B+ R
BER EHBHIm - BRAR3% - SERR A M R
FrigsR
AHR RFTORERBURT
B R R T (R
KR BT
R & - EWE
— BN B F B R
KR BEHRTT LR
FHR Bk

a e [}
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HE M ERUE

|

R RSN EIER AERARSB T H2 Exelon FESOARERT 24 IR ERAY

YR BN
T BB B 2315 kR B 2311 &X6@
Exelon [B% | Exelon B¥% R
n (%) n (%) n (%)
BRI A 294 (100) 362 (100) 179 (100)
R R BRI
HBR: &rE) 14 (4.8) 28 (7.7) 8 (4.5)
HE: K 2 (0.7) 8 (2.2) 2 (1.1)
B EgR
BWR: &R 13 (4.4) 11 (3.0) 1 (0.6)
WE: KR 7 2.4 10 (2.8) 4 (2.2)
WR: LIUIFFE 1 (0.3) 10 (2.8) 3 (1.7
IR AR
BEE: WEH 67 (22.8) 37 ( 10.2) 7 (3.9
WHR: ER 24 (8.2) 20 (5.5) 2 (1D
WR: HHE 18 (6.1) 13 (3.6) 5(2.8)
R TEN 12 (4.1) 15 (4.1) 5(2.8)
MR HEHKE * 12 (3.3) 2 (1.1)
(&1h)
HR: BiEEg 9 (3.1) 9 (2.5) 3(1.7)
R HSHEE 10 (3.4) 5(1.4) 1 (0.6)
WE: SRR 9 (3.1) 1(0.3) 0 (0.0)
WR: SERY 7 (2.4) 1(0.3) 0 (0.0)
TER: IBRHIT2 0 (0.0) 3 (0.8) 1 (0.6)
DERERE
R O 2 (0.7) 5(1.4) 1 (0.6)
FER: LEEE 1 (0.3) 2 (0.6) 0 (0.0)
THR: BEWSE® | 103 | 0.0 1(0.6)
BipEEER

WER: @B 113 (38.4) 105 (29.0) 20 (11.2)
BER: B 38 (12.9) 60 (16.6) 3(1.7D
WHR: R 24 (8.2) 26 (7.2) 8 ( 4.5)
HR: BEBCMER 12 (4.1) 15 (4.1) 1 (0.6)
=4
¥R EROMES 6 (2.0) 5 (1.4) 0 (0.0)
B BT BIAHER R
WH: XF 6 (2.0) 8 (2.2) 1 (0.6)
— R B B P £ .
BER: B 29 (9.9) 21 (5.8) 11 (6.1)
R BE 16 (5.4) 14 (3.9) 5(2.8)
®h 11 (3.7 6 (1.7) 2 (1.1)
WR: PWR&HE 0 (0.0) 6 (1.7 0 (0.0)
500 2315 SRR REEHETM FH - BfEEe - Bt lE ~ BEY) RV
ERCIETIEINT + BT RMUTILHBEZ BERFE -

8.2 ERACEBRER

E—TR 76 # - b - BABGERAB P » W IRRENI S ARECAEAE N X BERS A S Exelon BB
Famik - HEU TR R : GIE - BE(ER) -

Wi RR EAEAEIR SR BN A A —TREEPRBABA 12 Exelon REF JAME » W BHILA T8RSN N
VAR : BR&) - BB(HR) -

{87 Exelon REH HHEBRATE AR RS

HR : RRR

AR EinEESMNEFRR) - Rl - HrnERh i BRETER (psychomotor
hyperactivity)

EREE ¢ O3 - WS - KB - BREMEENR (FEE)

AR IR Z R BN A Z R PR AT
STBHEZIFIE 24 # Exelon ERPREBBNIHSREEHEMAERA - R=EFIB T HRBAE
SRITER (FTRE R B RR EC E R T ) B A A BSRE 23 -

R= BRAERZEWER (THERBHBESRRES A L FERZINATESE R LK
®) (e B2311)



